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This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 
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2. This REPORT consists of a total of 4 sheets, including this cover sheet. 
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70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 
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Lack of unity of invention 

^^^SX^^S^^S^ novel * ™« ve ^ industrial applicability; 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP2003/0 11845 



L Basis of the report 



I 1. With regard to the elements of the international application:* 
|^| the international application as originally filed 

I I the description: 

pages 

pages 



, filed with the letter of 



, as originally filed 
, filed with the demand 



I | the claims: 

pages 

pages 

pages 



, as originally filed 

_ > as amended (together with any statement under Article 19 
, . , filed with the demand 



□ 



filed with the letter of 



the drawings: 

pages 

pages 



, as originally filed 



, filed with the demand 



□ 

the sequence listing part of the description: 



_, filed with the letter of 



pages 
pages 



filed with the letter of 



, as originally filed 

filed with the demand 



These elements were available or furnished to this Authority in the following language which is; 

LJ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
LJ the language of publication of the international application (under Rule 48.3(b)). 

SrS-ST" 8 * ° f ^ tranSlati ° n filmiShed fOT ^ PUrp ° SeS 0f intemati °n a I Preliminary examination (under Rule 55.2 and/ 

I 3 " P«t^^^ in *» i— — ^cation, the international 

contained in the international application in written form. 
LJ filed together with the international application in computer readable form. 
I — I furnished subsequently to this Authority in written form. 
□ furnished subsequently to this Authority in computer readable form. 

SLSSfn SU r, S ^ Uen K y fi f liSh ! d Written Se< > uence ,istin 8 does not go beyond the disclosure in the 
international application as filed has been furnished. 

teenEhed ** i " f0nnati0n reCOrded to COmpUter readable form is identical t0 ^ written sequence listing has 

The amendments have resulted in the cancellation of 

□ the description, pages 

the claims, Nos. 

the drawings, sheets/fig 

1 5. □ ™ S "H* J™ , been f if (some of) the amendments had not been made, since they have been considered to go 

1 beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** considered to go 

* Replacement sheets which liave been furnished to the receiving Office in response to an invitation under Artirl* id n** ~ o r 0 „»j t„ 
2**%-* « "originally filed" and are not annexed to His report "since they do SZ^Z 

\**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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International application No. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step 
citations and explanations supporting such statement 


or industrial applicability; 




1. Statement 
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Inventive step (IS) 


Claims 
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Claims 
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Industrial applicability (IA) 


Claims 
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Claims 




NO 











Claims 1-3 



None of the documents cited in the international search report describes or implies diagnosing 
Johne's disease by adding anti-IL-10 antibody and Johne's disease antigen to a blood sample, 
performing culturing, and subsequently measuring the amount of IFNy. 

As a result, the inventions of claims 1-3 are novel and involve an inventive step. 
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International application No. 

PCT/JP03/11845 



Vm. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

According to the descriptions in the claims of this application, humans are not excluded as animals 
that can be tested, and portions corresponding to a method for diagnosis in the human body are 
included in the inventions of this application. 

Moreover, according to the description in claim 3 of this application, the invention described 
therein concerns the diagnosis of a disease caused by acid-fast bacteria, but the description contains no 
proof accompanied by technical substantiation of whether the diagnosis of diseases other than Johne's 
disease is possible or not, and therefore the invention of claim 3 lacks suitable support in the 
description. As a result, if the diagnosis of diseases other than Johne's disease is possible thereby, it 
must be proven that such diagnosis is obvious to persons skilled in the art from the level of technology 
in the field. 
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